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3, 3a-3d, 4, 4a, 5 
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Claims, Numbers 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-28 

No: Claims 

Inventive step (IS) Yes: Claims 1-28 

No: Claims 

Industrial applicability (IA) Yes: Claims 1-28 



2. Citations and explanations (Rule 70.7): 
see separate sheet 



Box No. VII Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Reference is made to the following documents : 

D1 : PATENT ABSTRACTS OF JAPAN vol. 2000, no. 05, 1 4 September 2000 (2000- 
09-14) & JP 2000 062843 A (TOYAMA CHEM CO LTD), 29 February 2000 (2000- 
02-29) 

D2: US-A-4 1 20 400 (KOTYUK ET AL) 1 7 October 1 978 (1 978-1 0-1 7) 
D3: US-A-5 01 9 1 25 (REBNE ET AL) 28 May 1 991 (1 991 -05-28) 
D4: US-B1-6 338 408 (ANDERSON GREGOR J. M) 15 January 2002 (2002-01-15) 
D5: DE 40 01 645 A1 (SIMON, UDO, 8500 NUERNBERG, DE; HAFNER, DIETER, 
DIPL.-PHYS. DR.RER.NAT) 1 August 1991 (1991-08-01) 

Claim 1 

It is commonly known in the art to place blister packs into trays for the purpose of 
protecting the blister packs and for providing a means for controlled delivery of the 
products contained in the blister pack. Such a system is, for example, disclosed in the 
document D3 (see Fig. 2). 

Such systems may also comprise hinged lids and child-resistant closures (see, for 
example, the document D4, Fig. 1). 

It is also known to use guide slots in the blister pack and corresponding guiding means 
in the tray for controlled movement of the blister pack within the packing tray (see the 
documents D2 and D5). Another slotted blister pack is, moreover, disclosed in the 
document D1 . 

However, none of these documents suggests to provide a child-resistant system by the 
combination of a hinging cap and a retaining cap, whereby the hinging cap controls 
access to restricted zones on the blister pack and the retaining cap covers the restricted 
zones in a first position and allows access to the restricted zones in a second position 
into which the blister pack has been slid after the hinging cap has been opened. 
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Claim 20 

This claim defines a method for packaging items which basically consists in providing a 
system having the essential features defined in claim 1 . 

Accordingly, the observation set out above with respect to claim 1 apply in a 
corresponding manner to claim 20. 

Claim 17 

Claim 17 is directed to a blister pack for use in a packaging system of claim 1 . Although 
the blister packs disclosed in the documents D1, D2 and D5 are also provided with a 
guiding slot, it is clear that these packs are not adapted to be used with a system 
according to claim 1 . This is in particular due to the fact, that none of these packs 
includes a chamber free zone separating the general access zone from the restricted 
zone and having a slot extending therethrough. 

Dependent claims 

The dependent claims are related to particular embodiments of the system, blister pack 
and method defined in the independent claims. 

Conclusion 

Having regard to the observations set out above, it is clear that the subject-matter of 
claims 1 to 28 presently on file is novel, involves an inventive step and is capable of 
industrial applicability. 

Accordingly, it appears that the present application meets the requirements of Article 33 
(2), (3) and (4) PCT. 

Re Item VU 

Certain defects in the international application 

The features of the claims are not provided with reference signs placed in parentheses 
(Rule 6.2 (b) PCT). 
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vjfeich both the general access zone and the restricted access zone of the blister are 
accessible A child-resistant hinging cap is hingeably mounted to the tray, such that 
when the hing i n g cap in a closed position it locks the blister pack in a first position 
and when the hinging cap is in an opened position it allows the blister pack to slide to 
a second position* 

As used herein, the terms unit dose and pill includes pills, capsules, caplets, 
tablets, chewables, and similaiiy sized items that may suitably be stored in a blister 
pack. The term Restricted access" includes items that are secured in a child-resistant 
manner, and the term general access includes items that are not required to be secured 
ia a child-resistant maimer. 

According to a first aspect of the present invention there is provided, a 
packaging system comprising a tray and a blister pack, the blister pack comprising a 
general access zone including a plurality of general access chambers, a restricted 
access zone including a plurality of restricted access chambers, and a chamber-free 
zone including a guide slot extending into said chamber-free zone, said general access 
zone and said restricted access zone being separated By said chamber-free zone; a 
blister retaining cap coupled to said tray for slideably securing said blister pack within 
said tray and a hinging cap hingedly mounted to said tray, said hinging cap controlling 
access to said restricted access zone, wherein the restricted access zone of the blister 
pack is -capable of being slideably moved from a first position disposed below the 
retaining cap to a second position where access can be grained to the restricted access 
chambers. 
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Preferably, the tray comprises a frame including end walls, sidewalls, and a mounting 
post attached to said frame. 

More Preferably, the tray further include at least one general access window 
cozresponding in position with said general access chambers, and at least one 
restricted access window corresponding in position with said restricted access 
chambers. 

Preferably, each one of said plurality of general access chambers includes at 
least one general access item and each one of said plurality of restricted access . 
chambers includes at least one restricted access item. 

Preferably, the packaging system further comprises a central guide post 
extending through said guide slot 

Preferably, the blister retaining cap further includes a base and walls that form 
a hood, said hood covering the restricted access zone of said blister pack when said 
blister pack is in a first position. 

Preferably, the tray further includes at least one stirrup formed within one of 
the side walls. 

Preferably, the hmgiing cap includes a flap, and at least one button extending 
outwardly from a corresponding strut affixed to said flap. 
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Preferably, the button correspondingly engages said stirrup so as to secure said 

• i* • 

hinging cap closed. 

Preferably, the flap is hingeably fixed to said tray so that when said child- 
resistant hinging cap is in a closed position, said rib butts at least one of said restricted 
access chambers, locking the blister pack in the first position. 

Preferably, the hinging cap is opened by inwardly deflecting said button so as 
to clear said stirrup, permitting said rib to clear said restricted access chambers and 
said blister pack to slide to a second position. 

Preferably, the packaging system further including and outer sleeve configured 
to receive said tray, said blister pack, aid retaining cap, and said hinging cap. 

Preferably, the outer sleeve includes a first open end and a second open end, 
such that when said tray is extended from first opened the child-resistant hinging cap 
is accessible, and when said tray is extended from said second end the general access 
zone is accessible. 

Preferably, the tray, the retaining cap, and the child-resistant hinging cap 
comprise a plastic material. 

Preferably, the access item comprises any one of a first medication, a second 
medication, o non-medication or any combination thereof! 
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According to a second aspect of the present invention there is provided, for use in a 
packaging system, a blister pack comprising a general access zone including a 
plurality of general access chambers, each one of said general access chambers 
including at least one general access item, a restricted access zone including a 
plurality of restricted access chambers, each one of said restricted access chambers 
including at least one restricted access item and a chamber free zone including a guide 
slot, said general access zone and said restricted access zone being separated by said 
chamber free zone, -wherein the blister pack is configured for co-operation with the 
packaging system such that the items in the general access zone are readily accessible 
but access to those items in the restricted access zone is restricted. 

Preferably, the access items comprise of any one of a first medication, a 
second medication, a non-medication or any combination thereof, 

Preferably, the blister pack further comprises a backing material affixed to the 
open side of said access chambers for securely enclosing said access items within said 
general access chambers and said restricted access items within said restricted access 
chambers. 

According to a third aspect of the present invention there is provided, a method for 
packaging items, said method comprising packaging items in a blister pack, said 
blister pack including a general access zone including a plurality of general access 
chambers, a restricted access zone including a plurality of restricted access chambers, 
and a chamber-free zone including a guide slot axially extending into said chamber- 
free zone, said general access zone and said restricted access zone being 
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. separated by said chamber-free zone, loading said blister pack within a tray, affixing a 
retaining oap to said tray for slideably holding said blister pack within said tray and 
hingeably mounting a child-resistant cap to said tray for controlling access to said 
restricted access zone, wherein the restricted access zone of the blister pack is 
disposed in a first position below the retaining cap and is slideably moved from the 
first position to a second position where access can be gained to the restricted access 
chambers. 

Preferably, the step of packaging includes placing at least one general access 
item into a corresponding general access chamber and placing at least one restricted 
access item into a corresponding restricted access chamber. 

PreferabSy, the step of packaging further includes affixing a backing material 
to an open side of said chambers for securely enclosing said items. 

Preferably, the step of loading includes inserting aid blister pack within said 
tray, said tray including a mounting post extending through the guide slot of said 
chamber-free zone. 

Preferably, the step of affixing includes mounting blister retaining cap to said 
toy, said blister retaining cap including a central guide post that is coupled to said 
mounting post fcr allowing the blister pack to slide in a first position for accessing the 
genes*! access zone and in a second position for accessing both the general access 
zone and restricted access zone. 
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Preferably, the step of affixing farther includes positioning said retaining cap 
over the restricted access zone of said blister pack for covering said restricted access 
zone when the blister pack is in first said position. 

Preferably, the step of bingeably mounting includes hingeably attaching said 
hinging cap to said tray, placing said hinging cap in a closed position that a holding 
rib positioned within aid hinging cap butts against at least cue of said restricted access 
chambers thereby locking the blister pack in said first position and preventing the 
blister pack from sliding in said second position, and placing said hinging cap in an 
open position so that said rib clears restricted access chamber allowing the blister 
pack to slide into the second position for gaining access to the restricted access zone. 

Preferably, the method further includes slideably inserting said ray, said blister 
pack, said retaining cap and said hinging cap within an outer sleeve, said outer sleeve 
including a fust open end and a second open end. - 

Preferably the step of packaging includes placing at least one general access 
item comprising a first medication into a corresponding general access chamber and 
placing at least one restricted access item comprising a second medication into a 
corresponding restricted access chamber, 



It is also contemplated that the present invention is not limited to 
pharmaceutical-related goods, but it is applicable to a plethora of delicate, sensitive, 
or unique portable goods. Small electronic components, jewelry, foods, ineicpensive 



*an<i precious articles, and any other item that requires a safe, stable and portable 
environment in which to be shipped and stored may find an application with the 
present invention. Other advantages of the present invention will be apparent from 
the following description, the accompanying drawings, and the appended claims. 
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BRIEF DESCRIPTION OF THE DRAWINGS 

FIGS. 1 and 2 show exploded perspective views, from above and below, of an 
embodiment of the invention. 

FIGS. 3-6 show a series of perspective views Utostrating the operation of the 
lunging cap of FIGS. I and 2, 

FIGS. 7-9 show a series of perspective views illustrating an alternative 
embodiment of the present invention. 

DETAILED DESCRIPTION 

As required, embodiments of the present invention are disclosed herein; 
however, it is to be understood that the disclosed embodiments are merely exemplary 
of the invention that may be embodied in various and alternative forms. The figures 
are not 
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J. A packaging system comprising a tray and a blister pack, the blister pack 
a 5 comprising a general access zone including a plurality of general access chambers, a 
restricted access zone including a plurality of restricted access chambers, and a 
chamber-free zone including a guide slot extending into said chamber-free zone, said 
general access zone and said restricted access zone being separated by said chamber- 
free zone; a blister retaining cap coupled to said tray for slideably securing said blister 
10 pack within said tray and a hinging cap hingedly mounted to said tray, said hin ging 
cap controlling access to said restricted access zone, wherein the restricted access 
zone of the blister pack is capable of being slideably moved from a first position 
disposed below the retaining cap f 6 a second position where access can be gained to 
the restricted access chambers, 

2. The . packaging system of claim 1, wherein said tray comprises a frame 
including end walls, sidewalls, and a mounting post attached to said frame, 

3, The packaging system of claim 2, wherein said tray further includes at least 
one general access window corresponding in position with said general access 
chambers, and at least one restricted access window corresponding in position with 
said restricted access chambers. 



15 



20 



4. The packaging system of claim 3, wherein each one of saidplurality of general 
access chambers includes at least one general access item and each one of said 

25 plurality of restricted access chambers includes at least one restricted access item. 

5. The packaging system of claim 4, further comprising a central guide post 
extending through said guide slot 

30 6. The packaging system of claim 5. wherein said blister retaining cap further 
includes a base and walls that form a hood, said hood covering the restricted access 
zone of said blister pack when said blister pack is in a first position. 
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.7. The packaging system of claim (5, wherein said tray further includes at least 
one stirrup formed within one of side walls, 

8. The packaging system of claim 7, wherein said hinging cap includes a flap, 
5 and at least one button extending outwardly from a corresponding strut affixed to said 

flap. 

9. The packaging system of claim 8, wherein said button correspondingly 
engages said stirrup so as to secure said hinging cap closed. 

10 

10. Hie packaging system of claim 9, wherein said flap is hingeably fixed to said 
tray so that when^said-child-resistant-hinging- cap-is in.a_closed-position^said rib butts 
at least one of said restricted access chambers, locking the blister pack in the first 
position. 

15 

11. The packaging system of claim 10, wherein said hinging cap is opened by 
inwardly deflecting said button so as to clear said stirrup, permitting said rib to clear 
said restricted access chambers and said blister pack to slide to a second position. 

20 12. The packaging system of claim 11, wherein said blister retaining cap further 
includes a semicircular well. 

13. The packaging system of claim 1, further including an outer sleeve configured 
to receive said tray, said blister pack, said retaining cap, and said hinging cap. 



14. The packaging system of claim 13, wherein said outer sleeve includes a first 
open end and a second open end, such that when said tray is extended from said first 
open end the child-resistant hinging cap is accessible, and when said tray is extended 
from said second end the general access zone is accessible. 

15. The packaging system of claim 1, wherein said tray, said retaining cap, and 
said child-resistant hinging cap comprise a plastic material. 



Amend claims 
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1 6. Hie packaging system of claim 4, wherein said access item comprises any one 
of a first medication, a second medication, a non-medication or any comb inati on 
thereof. 

5 17. A blister pack for use in a packaging system of claim 1, the blister pack 
comprising a general access zone including a plurality of general access chambers, 
each one of said general access chambers including at least one general access item, a 
restricted access zone including a plurality of restricted access chambers, each one of 
said restricted access chambers including at least one restricted access item and a 
chamber fiee zone including a guide slot, said general access zone and said restricted 
access zone being separated by said chamber free zone, wherein the buster pack is 
configured for co-operation with the packaging system such that the items in the 
general access zone are readily accessible but access to those items in the restricted 
access zone is restricted. 
15 1 8. The blister pack of claim 1 7, wherein said access items comprise any one of a 
first medication, a second medication, a non-medication or any combination thereof 

19. The blister pack of claim 18, further comprising a backing material affixed to 
the open side of said access chambers for securely enclosing said general access items 
within said general access chambers and said restricted access items within said 
restricted access chambers. 



10 



20 



20. A method for packaging items, said method comprising: 
25 packaging items in a blister pack, said blister pack including a general access 

zone including a plurality of general access chambers, a restricted access zone 
including a plurality of restricted access chambers, and a chamber-free zone including 
a guide slot axially extending into said chamber-free zone, said general access zone 
and said restricted access zone being separated by said chamber-free zone; wherein 
in use access to the restricted access zone of the blister pack is restricted when the 
restricted access zone is disposed in a first position below the retainaing cap and 
access may be guided to the restricted access chambers by slideably moving the 
blister pack from the first position to a second position where the restricted access 
zone is accessible; 



30 
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loading said blister pack within a tray; 

affixing a retaining cap to said tray for slideably holding said blister pack 
within said txay; and, 

hingeably mounting a child-resistant cap to said tray for controlling access to 
5 said restricted access zone. 

21. The method of claim 20, wherein said step of packaging includes placing at 
least one general access item into a corresponding general access chamber and placing 
at least one restricted access item into a corresponding restricted access chamber. 

10 

22. The method of claim 21, wherein said step of packaging further includes 
affixing a backing. material_to_an.open side of said chambers for securely enclosing 
said items. 

15 23. The method of claim 22, wherein said step of loading includes inserting said 
blister pack within said tray, said tray including a mounting post extending through 
die guide slot of said chamber-free zone. 

24. The method of claim 23, wherein said step of affixing includes a mounting 
20 blister retaining cap to said tray, said blister retaining cap including a central guide 
post mat is coupled to said mounting post for allowing the blister pack to slide in a 
first position for accessing the general access zone and in a second position for 
accessing both the general access zone and the restricted access zone. 

25 25. The method of claim 24, wherein said step of affixing further includes 
positioning said retaining cap over the restricted access zone of said blister pack for 
covering said restricted access zone when the blister pack is in said first position. 

26. The method of claim 25, wherein said step of hingeably mounting includes 
30 hingeably attaching said hinging cap to said tray, placing said hinging cap in a closed 
position so mat a holding rib positioned within aid hinging cap butts against at least 
one of said restricted access chambers thereby locking the blister pack in said first 
position and preventing the blister pack from shding in said second position, and 
placing said hinging cap in an open position so that said rib clears restricted access 



E.Pf.zeitrie/lQ/aDS l 7 :C^™ AMENDED SHEET, 



~cnir~ 



'[BliPiMiffi^i® 01788 540783 ililSli * epo Munich @4p4$0iiQ69 

- 18 - 

chambers allowing the blister pack to slide into the second position for z ain{n Z access 
to the restricted access zone. 

5 27. The method of claim 26, further including slideably inserting raid tray, said 
blister pack, said retaining cap and said hinging cap within an outer sleeve, said outer 
sleeve including a first open end and a second open end 

28. The method of claim 21, wherein said step of packaging includes placing at 
10 least one general access item comprising a first medication into a corresponding 
general access chamber and placing at least one restricted access item comprising a 
second medication into a cozrespondingjrestricted access chamber. 
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